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Remarks 

Claims 1-4, 9-16, and 18-19 were pending in the subject application. By this Amendment, 
the applicant has amended claim 1 and has added new claims 24-25. No new matter has been added 
by these amendments. Support for the amendments to the claims can be found throughout the 
subject application including, for example, at page 6, lines 18-31. Accordingly, claims 1 -4, 9- 1 6, 1 8- 
19, and 24-25 are currently before the Examiner for consideration. Favorable consideration is 
respectfully requested. 

It should be understood that the amendments presented herein have been made solely to 
expedite prosecution of the subject application to completion. These amendments should not be 
construed as an indication of applicant's agreement with or acquiescence to, the rejections of record. 
The applicant expressly reserves the right to pursue the invention(s) disclosed in the subject 
application, including any subject matter canceled or not pursued during prosecution of the subject 
application, in a related application. Favorable consideration of the claims now presented, in view of 
the remarks and amendments set forth herein, is earnestly solicited. 

The applicant wishes to thank Examiner Koharski for the indication of allowable subject 
matter in this case. In accordance with the Examiner's suggestions, the applicant has rewritten the 
claims to include structural/functional limitations drawn to the safety feature. For example, claim 1 
has been amended to recite a safety feature that consists essentially of a manual retraction means that 
controls the position and movement of the needle and a needle guard formed by the catheter. 
Further, claims 24 and 25 have been added to recite specific aspects of the manual retraction means. 
Thus, the applicant believes that the currently pending claims are in condition for allowance, and 
such action is respectfully requested. 

Claims 1-3 and 9-1 1 are rejected under 35 USC §103(a) as being unpatentable over Schreck 
(U.S. Patent No. 4,41 1,655) in view of Prestidge et ah (U.S. Patent Application Publication No. 
2004/0193109). The applicant respectfully traverses this rejection because the cited references, 
alone or in combination, do not disclose or suggest the unique and advantageous devices as currently 
presented herein. 

The device of the subject invention is specifically designed for the transmission of fluids. As 
such, it does not require the introduction or utilization of additional devices through its memory 
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lumen to accomplish fluid transmissions. In fact, as recited in claim 1 and unlike Schreck, the 
subject device can take on a variety of non-tubular configurations (e.g. , tennis racket, mushroom, pig 
tail, etc.) and still effectively transmit fluids. These memory specific configurations are intended to 
reduce or eliminate catheter migration or withdrawal thereby preventing interference in fluid 
transmissions (see, for example, page 5, lines 15-21 of the subject specification). 

Schreck teaches a needle-cannula combination for facilitating the insertion of a larger 
diameter needle or catheter into a vascular member (see, for example, col. 2, lines 19-20; col. 4, lines 
53-54; col. 6, lines 29-50). Because the Schreck devices are not designed to transmit fluids, but only 
to facilitate introduction of larger bore needles and catheters that are capable of transmitting fluids, 
all of the cannula shapes described and shown by Schreck are tubular. With such an arrangement, it 
is impossible for the Schreck devices to have non-tubular shaped cannula that would be able to 
facilitate needle/catheter injection. To modify the Schreck cannula to make the applicant's claimed 
catheter would destroy the intent of Schreck' s invention, that being a cannula to facilitate 
catheter/needle insertion into a vessel. 

The addition of Prestidge et al. does not cure the defects of the Schreck disclosure as 
discussed above. Further, the safety features described by Prestidge et al. teach away from certain 
aspects of the subject invention. Specifically, the safety features described in Prestidge et al. utilize 
shape memory alloys (SMA) as a means to control the position of the needle within the needle guard. 
The SMA needle "movement means comprises a component which is responsive to body heat such 
that when the needle is inserted into tissue, in use, the movement means is exposed to body 
temperature and the resulting change in temperature of the movement means causes the needle and 
the shielding means to be moved relatively automatically to the inoperative position." (page 1, 
paragraph [0006]) 

In contrast, the device of the subject invention utilizes a manual retraction system (see, claim 
1 as amended herein; page 6, line 23 of the subject specification). The manual retraction system can 
include a manual retraction button in conjunction with a coil spring to control the movement and 
position of the needle within the housing (see, for example, new claims 24-25). The coil spring can 
be retained within the catheter and compressed between the housing and needle by means of a 
cantilevered stop that engages with the catheter. A manually operated button affixed to the 
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cantilevered stop is used to disengage the stop from the catheter, permitting the spring to uncoil and 
extend the needle from the proximal end of the catheter. Unlike Prestidge et al. the devices of the 
subject invention are under complete control of the user and do not automatically deploy the needle. 

A finding of obviousness is proper only when the prior art contains a suggestion or teaching 
of the claimed invention. The applicant submits that a fair reading of both the Schreck and 
Prestridge et al. references reveals that only tubular cannulas with automatic needle deployment are 
disclosed. To modify either the Schreck or Prestridge et al. devices to include the claimed 
limitations {e.g., non-tubular shapes and manual retraction system) would render the Schreck and 
Prestridge et al. devices inoperable as intended. As such, a prima facie case of obviousness cannot 
properly be made. 

Further, the applicant submits that it is only his own disclosure that teaches a dialysis/needle 

catheter system having a manual retraction safety system, and the applicant's disclosure cannot be 

used to reconstruct the prior art for a rejection under 35 U.S.C. §103. This was specifically 

recognized by the CCPA in In re Sponnoble, 160 USPQ 237, 243 (1969): 

The Court must be ever alert not to read obviousness into an invention on the basis of 
the applicant's own statements; that is we must review the prior art without reading 
into that art appellant's teachings. In re Murray, 1 12 USPQ 364 (1959); In re Sprock, 
133 USPQ 360 (1962). The issue, then, is whether the teachings of the prior art 
would, in and of themselves and without the benefits of appellant's disclosure , make 
the invention as a whole, obvious. In re Leonor, 158 USPQ 20 (1968). (Emphasis in 
original) 

The mere fact that the purported prior art could have been modified or applied in a manner to 
yield applicant's invention would not have made the modification or application obvious unless the 
prior art suggested the desirability of the modification. In re Gordon, 221 USPQ 1 125, 1 127 (Fed. 
Cir. 1984). Moreover, as expressed by the CAFC, to support a § 103 rejection, "[b]oth the suggestion 
and the expectation of success must be founded in the prior art . . . .*' In re Dow Chemical Co., 5 
USPQ 2d 1 529, 1531 (Fed. Cir. 1 988). In either the Schreck or Prestridge et al. references, one finds 
neither. The applicant respectfully submits that any suggestion to modify the Schreck cannula or 
Prestidge et al. catheter into the claimed catheter/needle system could only be arrived at through 
hindsight reconstruction, which is improper. Accordingly, reconsideration and withdrawal of the 
rejection under 35 U.S.C. § 103(a) is respectfully requested. 
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Next, applicant respectfully traverses the § 103 rejections of claims set forth at pages 3-5 of 
the office action. Each of these rejections is based on Schreck (U.S. Patent No. 4,411,644) and 
Prestidge et al. (2004/0 1 93 1 09) as the primary references. The deficiencies in Schreck' s cannula and 
Prestidge et a/.'s catheter have been noted above and are respectfully reasserted herein. As such, the 
applicant respectfully notes that the teachings of either reference fail to provide proper basis for the 
rejection of the claims as currently presented. 

With regard to the rejection of claims 2 and 4, Balbierz et al. (U.S. Patent No. 5,964,744) is 
cited as the secondary reference. The deficiencies of the Schreck and Prestidge et al. references are 
reasserted here. While the Balbierz et al. reference discloses stents composed of shape memory 
materials, there is no teaching by Balbierz et al. of a catheter/needle system that includes 
configurations as claimed (for example, claim 1 currently recites catheter configurations including a 
bolus, helical spiral, pig tail, tennis racquet, halo, mushroom, and sinusoidal wave). Nor does the 
Balbierz et al. reference teach a manual retraction safety feature. Thus, the deficiencies of Schreck 
and Prestidge et al. are not cured. 

With regard to the rejection of claims 12-16, Weikel et al. (U.S. Patent Application 
Publication No. US2002/0 177866) is cited as the secondary reference. The deficiencies of the 
Schreck and Prestidge et al. disclosures have been noted above, and are reasserted here. The Weikel 
et al. reference merely recites various therapeutic agents or hydrophilic coatings. The skilled artisan 
would have had no reason to look to the Weikel et al. reference for guidance in developing a 
needle/catheter system wherein the catheter has the configurations and safety features as currently 
claimed. Thus, the Weikel et al. reference fails to cure any of the shortcomings of Schreck and 
Prestidge et al. 

With regard to claims 18 and 19, Sharkey et al (U.S. Patent No. 6,261,3 1 1) is cited as the 
secondary reference. The deficiencies of the Schreck and Prestidge et al. references are reasserted 
here. The Sharkey et al. reference teaches a sheath and catheter combination, where the catheter has 
visible markings that are detectable through the sheath, which is transparent. The Sharkey et al. 
reference fails to teach a needle/catheter system wherein the catheter has the configurations and 
safety features as currently claimed. Thus, the skilled artisan would not have found in the Sharkey et 
al. reference any remedy to the defects noted in the Schreck and Prestidge et al. references. 
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Because the deficiencies of the Schreck and Prestidge et al. references have not been cured by 
any of the secondary references relied on in the office action, the obviousness rejections set forth at 
pages 3-5 should be withdrawn. Further, the applicant respectfully submits that any suggestion to a 
catheter/needle system having the shape configurations and manual retraction safety feature as 
currently claimed could only be arrived at through hindsight reconstruction, which is improper. 
Accordingly, reconsideration of the obviousness rejections set forth at pages 3-5 is respectfully 
requested. 
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In view of the foregoing remarks and amendments to the claims, the applicant believes that 
the currently pending claims are in condition for allowance, and such action is respectfully requested. 


The Commissioner is hereby authorized to charge any fees under 37 C.F.R. § § 1 . 1 6 or 1 . 1 7 as 
required by this paper to Deposit Account 19-0065. 

The applicant invites the Examiner to call the undersigned if clarification is needed on any of 
this response, or if the Examiner believes a telephonic interview would expedite the prosecution of 
the subject application to completion. 


Respectfully submitted, 



Margaret H. Efron 

Patent Attorney 

Registration No. 47,545 

Phone No.: 352-375-8100 

Fax No.: 352-372-5800 

Address: Saliwanchik, Lloyd & Saliwanchik 

A Professional Association 

P.O. Box 1450 

Gainesville, FL 32614-2950 


MHE/la 
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